JJUCTOBKA: HHOPOPMAIIUS 3A HIOTPEBUTEJIA

@yurodgun 1% cnpei 3a koxa, pa3TBop
Fungofin 1% cutaneous spray, solution ,
Tepbunadunos xuapoxnopux (Terbinafine hydrochloride)

IIpoueTere BHUMATEHO HAJIATA THCTOBKA, MPEAH A 3aH04HETE 1a H3M03BATE TOBA JIEKAPCTBO,
Thil KaTo TS CHAbPKA BakHa 3a Bac nndopmanus,

BuHary H3non3eaiiTe TOBa JIEKAPCTBO TOYHO KAKTO € ONMCAHO B Ta3H MHCTOBKA MM KakKTo Bu e kasan
Baiusa nexap uiH papMalesT.

- 3amnaseTe Ta3M JIUCTOBKA. MoXke Ja ¢ HAJIOXKH A3 A NPOYETETe OTHOBO.

- AKo ce HY)KJJaeTe OT AOMBIHUTEHA HH(OPMALHS KIIH ChBET, NonuTaiTe Bauis gapmanesT.

- AKO MONy4YMTE HSKAKBH HEXeNaHW JIEKAPCTBCHH peaKkukH, yBenaoMere Baiiug jekap WM
dapmanesT. ToBa BKIIOYBA W BCHYKH BB3MOXHH HEKEJIAHH PpeaKklHy, HEONMUCAHH B Tasu
saucToBKa. BipkTe TOUKA 4.

- AKo cien 7 AHM He ce 4yBCTBaTe No-gobpe Wik cheTosHNeTo By ce Bnoww, Tpsabea Aa noTspeute
JIEKapCKa ITOMOIILL,

KaxBo ChAbPKA TA3H JINCTOBKAS

1.  Kakeo npeacrasnasa @yurodun 1% ciipeii 3a koxa, pasjhopratra NBxBoes HI0I3Ea
2. Kakso TpaOra aa 3HaeTe, npeay Aa usnonassare PyHropmu 1% cnpen 3a Koxka, pasTBop _{ /6o 0}
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3. Kax na nsnonzeate @ynrodud 1% cnpei 3a koxka, pa3TERE
4.  BB3MOXHH HEXKeNaHH PeaKiUH Iy, 08 -02- 2016
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5.  Kak na cexpanssare Oynrodun % cnpeii 3a koxa, pasrppioPa petemmesisticistassniiusnsef conssinemsonsarnsesssiseanee
6. CoabpxaHWe Ha ONIAKOBKATA M AOITBIHMTEIHA HHOpPMA e N y |
1. Kakso npeacrapisea @yurodun 1% cnpeii 3a koxa, pa3TBOP H 32 KAKBO €€ H3N0J3BA

AKTHBHOTO BelecTBO BB MyHrodun 1% crpeii 3a koska, pasTBop € TepOHHAPHHOB XUAPOXTIOPUA.
dyuropun 1% cripeit 3a Koka, pa3sTBOp € NPOTUBOrEOHUECH JICKAPCTBEH MPOAYKT 32 JIOKaJIHA ynotpeba
(nMpunoMeHHe BEPXY KoxKara), KOiWTO neicTea, kaTo yOuBa rbOMUKITE MPUYHMHHTENH HA KOXKHH
MHPEKLMH.

dyurodun 1% crpeii 3a koxa, pa3TBOP Ce U3IIO/3BA 32 JIeUeHHE HA CICJHUTE KOXKHH HHpEKIH:

- I's6HYKM [TO KpaKaTa - 3acAraT OOMKHOBEHO M ABaTa Kpaka, HO He BMHary. HaH-4yecTo ce noasssart
Mex 1y NPbCTHTE, [0 H3BMBKATA Ha XOJHJIOTO WIH Apyra 4acT Ha CThIIAjaTa. I'sOuuxuTe 110
KpakaTa Npeau3BHKBAT HAILyKBaHE HJIM JIIOLUIESHE HA KOYKaTa, BEPOATHO € J1a C€ [I0ABH ciab OToK,
MEXYPH WIKR MOKPH paHM.

- T'b6HMYKM B MHCBHHAJIHKTE 00acTH (CIabHMHUTE H BETPEIIHATE YacTH Ha Ge/ipaTa) - MOTaT Ja c€
Pa3NpPOCTPaHAT MEXIY KpaKkaTa H KbM CEAATHIIETO MIIKM HArope B NOCOKAa HA CTOMAXa, MEHKUTE
1o/l rbpAUTE, IOAMHILIHHLIMTE WIH APYTH YUacThUM KBAETO KOXKATa € MperbHaTa.

I'BOHYUKHTE B MHrBUHATHHUTE 00JIACTH Ce MPOSBABAT KAaTO OOPHB, MOHAKOra MPUAPYKEH ¢ MEXYPH

¥ ChpOeK, ——g

OTKPHUBAT [10 IJIABaTa, BpaTa, JMUeTo WK peuere. OCHKHOBEHO H3TIICKAT KAL)
epBeH OGPHB, HO MOFaT Ja ¢e MOSBAT KATO JIIOLIELH C¢ NIeTHA | Aa ChpoaT]| *

| W3MLAHUTENHA ATEHUIWS NO REKAPCTBATA




- ®yrrotdud 1% crpeii 3a KOXa, PasTBOP ¢ U3MOM3BA 33 JICYEHHE HA APOKACBY HHPEKLINH Ha
KOXKATA, HAPEHYEHH PA3HOLIBETEH NHLIEH — [I0SBABA CE TIO KoXara (TI0J Bpara [0 TauATa, phlieTe)
KATO JIOLICIM c€ ITETHA, KOMTO ocTaBat Ged, mopaau 3aryba Ha MArMeHTallua Ha koxkara, Tesu
IETHA MOTAT fa C€ Bh30OHOBABAT B NPOAL/DKEHHE HA MeCeLld, 0COOEHO IPH TOIIO BPEME U
n3noTssane. [leTHaTa U3NMBEKBAT NPEeAMMHO IIpe3 JIATOTO, ThH KaTO NpHieXKalara Koxa
NOTEMHSBA HOPMAITHO.

AKO He ce uyBCTBATE M0-700pe WK ChCTOSHKETO BH ce Bomy, TpaOpa Aa NOTHPCHTE JEKapcKa MOMOLL.

2. Kakso Tps6Ba aa 3maeTe, npedn Aa n3noassare OPynrodpun 1% cnpei 3a koka, pasTBOp

He usnonseaiite @yurodpnn 1% cnpeii 3a xoxa, pasTBop:
- aKO CTe alepri4Hd KbM TepOMHAQHHOB XMAPOXJIOPHA WIH KBEM HSKOS OT OCTaHANHTE ChCTaBKH

Ha TOBa JIEKapCTBO (n3Gpoeru B TouKa 6).

Hpeaynpexaenusa H NpeAIa3sHH MEPKH
[osopete ¢ Baiuus nekap win gapManert, npeau na usnonspate Gyurodun 1% cripel 3a koxa, pa3TBop.

®yurodun 1% crpeii 3a K0Xa, pa3TROP CE€ NPHNAra caMo BbPXY KOXKaTa.

dyHrodud 1% cnpeii 3a koXKa, pa3TROp He TPAOBa Jla Ce H3MOJ3Ba B YCTaTa H Ja CE MONThllIA.

He enpbckpaiite @yHrodun 1% cnpeit 3a koxa, pa3TBOp BBPXY JIHLETO CH, OUHTS WIH HapaHCHA KOXa.
AKo ce C/TyuH, H3MIaKHeTe OOMIIHO C TeYaula BOJa.

~He-pastinatre capes.—

Jlena H roA0mIA

He ce npenoprusa u3nonsepadero Ha OyHrodun 1% cnpeli 3a koxa, pa3TBOp NpH AcHia H IOHOIIH Ha
BB3pAcT NOA 18 rofuuu, nopaad HEAOCTATHYHU AaHHY 33 06€30MacHOCT U €EKacHOCT Ha MPOJYKTA B Ta3H
BB3pacToBa rpyna. |

Apyra nekapcersa 1 Pynrodpun 1% cnpeii 3a koxa, pa3TBop
Hudopmupatite Bauna nekap HIH ¢papMalleBT, ako NPHEMare, HacKopo CTe IIPUEMATH WJIH € BE3MOXKHO

Ja fIpMeMaTe ApYyry JIekapceTaa.
He nipunaraiite npyry nekapCcTBEeHH NPOAYKTH BbPXY TPETHPAHHTC YHACTBLH.

BEpeMennocrt, Kbpmene 1 QepTHIHTET
Ako cre GpeMeHHA WM KbPMHTE, CMATATE, Y€ MOXe Ja cTe OpeMEHHa MM IUIaHupaTe OpeMEHHOCT,
NOCHBETBaNTE ce ¢ Baumus Jexap unu thapMalieBT npean ynorpedata Ha TOBa JIEKAPCTBO.

bpeMeHHOCT
He ce npenopbysa npuema Ha OynroduH 1% cnpeii 3a koxka, pa3TBOp IO BpeMe Ha GpeMEHHOCT, OCBEH
NPH KATeropH4Ha HeoOXOAHMOCT.

KspMeHe
He ce mpenopnuBa Ne4eHHETO Ha KbpMellH xkeHH ¢ QyHrodmn 1% cnpeit 3a koxa, pasTBop.

Ilfodupane u padoTa ¢ MADIHHM
Vrorpe6bara Ha Dynrodun 1% copeii 3a koxa, pa3TBop He NOBJIHABA CMIOCODHOCTTA 3
paboTa ¢ MaIMHH.

®yurodpun 1% cnpeii 3a K0%ka, pa3TBOD CHABbPKA MPONHICHIVIHKOL.




HPOHHJIEBH FMIHKOJ MOKE Aa IIPHYHHH NPa3HCHC Ha KOXKATa.

3. Kax aa wanonssate ®ynrodnn 1% cnpeii 3a koxa, pasreop

BuHard M3non3saiite TOBa J1€KapcTBO TOYHO KAKTO € OIIUCAHO B Ta3H AMCTOBKA. AKO HE CT€ CUTYPHH B
HELIO WIK B IPHYHHATA 3a BallaTta HHpEKLHs, noTepceTe Balms nexap win GapMaLiesT.

Bw3pactan

- TNouncrere 1 moacyieTe ¢ TONMBAHE 3aCErHATHTE MecTa (KOKa).

- Hanprexaiite 0CTaTEYHO OT PAa3TBOPA, 32 A €€ OBNANKHU U3L(AN0 3aCETHATATA KOXKA U
NpPHAEKALIHTE 30HH.

- IlocraBere kKamaukara Ha OyTHIKATA.

- H3aMuiiTe pblieTe CH, aKO CTE JOKOCBAJIH HH(PEKTUPaHATa KOXKa, 32 Aa HE pasnpoCTpaHHTe
HHOEKUMATA BBPXY APYTH YYaCThIM OT KOXXaTa WK ApYrH Xopa.

- AKo HMaTe chpOeX B 3aCErHaTaTa/TUTE 30HA/ 1, ITOCTapalTe ce Aa He C¢ HelleTe, 3al0To TaKa ILIe
NPEIH3BHKATE TPABMHPaHe Ha 3aCEerHaTHTE MeCTa MIIH PasNpOCTPAHCHHE Ha HH(PEKLMATA.

- Te3u undexuuu Morar Ja 6BAaT NpeaaacHu 1 Ha Apyry xopa. [lopaawu Tosa n3nonssaiire
WHAUBMAYAJIHHU KBPIIA U JAPEXH.

[Ipoaw/oxHTENHOCTTA HA NeueHueTo ¢ DyHrodpuH 1% crpeit 3a koxa, pasTBOp 3aBHCH OT BUAA U MACTOTO
Ha UH(EKIMATA, KAKTO CNIeABA:
-  I'nOHuxkH D0 KpakaTa — IpUiaraiTe 1 meT AHEBHO, B NPOXRIDKCHAE HA | ceMuua,
- I'bOHYKM B HHrBHHAJHMTE 00JACTH H MO TAJIOTO — IpHAaraiTe | T AHEBHO, B MPOABIDKEHHE
Ha 1 ceamuua.
- PasHouBeren JiMmei — npuiaaraite 2 NbTH JHEBHO, B IPOARDKEHHE Ha 1 ceaMHlla.

[Tono6peHne B ChCTOSHHETO HA KOYKaTa H OTIIYMABAHEe Ha CHMITOMHTE C€ 3a0e/i3Ba B pAMKUTE Ha
HAKOJIKO JHH. - |

[T61HO BR3CTAHOBABAHE HA KOXKaTa, Cle]] KaTO HHPEKIMATA € OTIIYM:A/IA, C€ NOCTHra 34 NEPHOA NMO-ABITbI
oT 4 ceaAMHULM.

Heiicteuero Ha ®yHrodmn 1% cnpeit 3a koxXa, pa3TROp NPOALIKABA Y ClIe]] IPHKIIIOYBAHE KypCa Ha
neyeHHe U noaoOpenurero Tpa6Ba aa NMPOIABIDKH.

AKO 10 2 ceMUIM clieq 3arouBade Ha iedeHneTo ¢ PyHrodun 1% cnpe 3a Koxka, pa3TBop HE
sabenasBare nogodpenne Mo, KOHCYITHpaiiTe ce ¢ Bamua nekap uid papmManesr.

®OyurodHH 1% crpeii 3a Koxka, pa3TBOP HE € MOAXOMALI 32 JIeYeHHe HA MEOHYHH MH(DEKIIHA 10 HOKTUTE
(rEOMYKH B WM MOJ HOKBTA) ¢ 0Ge3LBETABAHE HA HOKTUTE H MPOMAHA B CTPYKTypaTa uM (yAelOensBaHe,
POHIHBOCT). AKO MMaTe rbOHuHA HH(EKIHA M0 HOKTHTE, TpAOBa Aa ce 0OBPHETE KEM Jiekap.

hyHropun 250 mg TabneTkn, KOWTO €€ OTIYCKA IO JIEKPCKO MPENHCAHHE CE H3MO0/M3Ba 33 NEUCHHE HA
rEOUYKH 10 HOKTHTE.

AKO cTe NPONYCHAIH Aa n3noazpate ®ynrogun 1% cnpeii 3a Koxa, pa3Tsop
Axo cTe mponycHaid aa m3nonszpare OyHrogun 1% cnpei 3a Koxa, pa3TBOp - NPUIOKETE ro  BeAHAra
I{OM C€ CETHTE H CJIE]] TOBA NPOAB/DKETE KAKTO 0OUKHOBEHO.

He npunaraiire aBoiiHa no3a, 3a Ja KOMIEHCHPATE NPOITYCHATATA.

AKo cTe cnpenn npueMa na Oynrodpnn 1% cupeii 3a koxa, pa3Teop

He cnupaiiTe neyeHUETO MpeAH a CTE 3aBLPINIIN NpenopbYaHHd Neproa Ha Jie
CTE CE MOMYBCTBAIH NO-A00pe. BL3MOXKHO € HAKOHM OT CHMITTOMUTE A3 C€ MPOABAT
AKO MMaTe HAKAKBH NONMBIHHWTENIHM BBIOPOCH, CBBP3aHH ¢ ynorpebara Ha TOBa
Baums nekap win apMaLesT.




4,  Bb3MOKHH HekelaHH peaKIlAH

KakTo BCHUYKM IEKApCTBa, TOBA JIEKAPCTBO MOXKE XA MPEAHM3BUKA HEXENAHH PeaklMH, BBIIPEKH H¢ HE
BCEKH 't IOJIy4aBa.

B Ta3u JHCTOBKA, KOTATO HEXKEJIAHHUTE PEAaKLMH ca ONIMCAHM KaTo ,, yecmu , TOBA O3HA4YaBa, ye T¢ ca
cpobiagany npu noeede oT 1 Ha Beeku 100 nmaumenTa, Ho npu mo-Maiko ot 1 Ha Beeku 10 naireHTa.
Korato He)enaHHTe PeaklMH ca OMHCAHH KaTo ,, Heyecmy ’, TOBa 03Ha4aBa, Y€ Te ¢a ChobIaBaHH MpH
noseye oT 1 Ha BcexkH 1 000 manuenra, HO Npu no-Mauko or 1 Ha BecekH 100 nauwrenTa.

Koraro HexenaHuTe peakiii ¢a ONUCAHH KATO ,, pedku ”, TORa 03HAYARA, Y€ Te ca CHOOIABAHH NTPH
noeeye oT | Ha Bcexd 10 000 mampienTa, HO no-psaako ot 1 Ha BcekH 1 000 mamwenTa.

Koraro HeXenaHuTe peakiiiy ca OMHCAHH KaTo ,, MHO20 pedku”’, TOBA 03HAYABA, Y€ Te ¢a ¢holllaBaHu
pH ro-manko ot 1 Ha Becekn 10 000 nauwvenra.

AKO NIONYYMTE HAKOH OT H3OpOCHUTE NO-J0JTY NPH3HALH Ha aJIepriuyHa peakiya:
- 3aTPYAHEHO AMUIAHE,
- poAyBaHe Ha JIHLIETO, YCTHHUTE, €3HKA HIIH I'bPJIOTO,
- cuneH cbpbex, NpUIPYKEH ¢ YEPBEHU KOXHH OOPUBH HIIH MEXYPH,
MOThpceTe BeAHAara JISKapcKa IMoMolll.

Yecrmu:
- JOMISHE Ha KOXKATA,
- ¢bpbex.

Heuecmu.
- KOXHa Ne3Ma (ChCTOAHUA, XapAKTEPH3UPALIH CE ¢ NOPAKCHHUA BhPXY KOXKaTa),
- crpynei (KOpHYKH TI0 KOXKAaTa),
- HApYLIEHHE Ha KOXKATa,
- TPOMCHH B OLIBETHBAHETO HA KOXKATA,
- 3auepBABaHe,
- YYBCTBO 3a KOXHO NMapeHe,
- DONKa HA MACTOTO Ha MpHJIArase,
- pa3gpa3sHEeHHE Ha MACTOTO Ha MNPHIAraHe.

- KOKHa CYX0Ta,
- CK3CMa.

Axo Oynrogun 1% cnpeii 3a koxa, pa3TEOP HHUMACHTHO MONAAHE B OUUTE, MOXE Ja NIPSIH3BHKA O4YHO
pa3Jipa3HEHHE,

ChobnaBane na HEReJIAHH PEAKITHA
AKO NOJy4HTE HAKAKBH HEKEJIaHH peaklnH, yBegoMmete Bannis nekap Wik ¢papmauest. Tosa BKJTIOYEA
BCHYKH BB3MOXKHH, HEOTIHCAHH B TA3H JIMCTOBKA HeXKeNaHH peakuyn, Moxkere cwulo na c =
HEXEAHH PEaKLdH AUPeKTHO Ha ManbnHurenta areHituda no nexapersara (MAJI):

EBJITAPUA, Codua 1303, yn. Jamsu I'pyes 8
Ten. +359 2 8903555

e1. nouwa: bda@bda.bg

yebcaiT: www.bda.bg
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KaTo crobmaBaTe HeXXelIaHH PEeAKI[HH, MOXKeTe 4 AaJieTe CBOA MPUHOC 3a [TOJTy4aBaHe Ha moBeye
HHQOpMAIIHA OTHOCHO 6€30T1aCHOCTTa Ha TOBa JIEKAPCTBO.

S. Kak pa cexpansasate @ynrogpun 1% cnpei 3a koxa, pasrsop ‘
Ha ce ChXpaHsBa Ha MACTO, HEIOCTHLIHO 32 Aelia.
Jla ce cexpaHsBa npu TeMneparypa nox 25 °C.

He wznonssaiite ToBa NEKAPCTBO Cllell CPOKa Ha TOAHOCT, 0TOENA3aH BEPXY KapTOHEHATa ONAKOBKa H
eTHKeTa BepXY OyTmikata. CpoKsT Ha FOIHOCT OTTOBapsA Ha MOCJIEAHHA ACH OT MOCOYEHHA MECeLL.

He u3xpwnpnsiite lekapcTpara B KaHaIM3alMATA WM B KOHTEHHEPA 3a IOMAIIHHA OTHABLH.
Tonuraiite Bamns papMalieBT Kak fa H3XBBPJIATE JIEKapCTBAaTa, KOMTO BEHe He U3Mon3Bate. €3 MEPKH
Ie CIOMOTHAT 3a OlIa3BaHe Ha OKOJIHATA cpefia.

6. Coabp:kaHHEe HA ONAKOBKATA H JONBJIHHTEIHA HH(pOpMANRS

Kakso coabpxa ©Pyurodpun 1% copeii 3a koxa, pasTsop
- AKTHBHOTO BeUIECTBO € TepOHHAPUHOB XHAPOXIOPHI
- JpyruTe CBCTABKH Ca: NPeYHCTEHA BOJA, €TaHOM, MAaKpOroJ, MponUNeHTJIHKO

Kax usriexaa @ynrogun 1% cnpei 3a Koxa, pa3TBOp H KAKBO ChAbPXKa 0NMAKOBKATA

@yrrodpun 1% crpeit 3a KOXa, pa3TBOp € Ge3uBETHA Mpo3payHa TeuHo T B Hs1a HempospauHa OyTHIIKA OT
TIONTHETHIEH ¢ BUCOKa IUTBTHOCT, cHab/ieHa ¢he Cpei moMria H Kanayika.

Beawa onakoska @yurodun 1% cnpell 3a Koxa, pastrop cbabpxa 30 ml ot pasrsopa.

IIpuTexares HA pa3pemieHAETO 33 YNoTpeba H NPOH3BOANTEN

HOBEJI GAPMA EOOA
OxonoepwcreH NbT Ne 36
Codms 1415, brarapus
tel.; +359 2 962 62 80
fax.: +3592 962 90 36

e-mail: info@nobelpharma.bg

JlaTa Ha nocjaeAHo NpepasTIcskKaane Ha gucroBrara: 11.2015 .




